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REMARKS 

Reconsideration of the patentability of the above referenced patent application is 
solicited in view of the above amendments and the following comments 

The examiner has commented that the substitute specification that was referred to in a 
previous response was not in the Patent office file. In order to rectify this, a new copy (one 
clean copy with all amendments entered, and one marked up copy with all amendments 
shown) of the previously submitted substitute specification is being submitted herewith. This 
substitute specification does not introduce any prohibited new matter and only makes 
editorial changes in the instant specification to make the specification conform to accepted 
Patent Office practice. Entry of the substitute specification is solicited. 

The examiner comments that the prosthesis of the instant invention is not claimed to 
be planar. While in a most preferred aspect of this invention the "ball(s)" and the "cage" lie 
in a common plane, and the cage is "substantially planar", as in claim 11, the cage does not 
have to be planar and should only be considered as the means for "mounting the ball". That 
is, the purpose of the cage is to confine the ball(s) of this invention in their required position. 
It is the ball(s) that functionally replace the damaged nucleus, not the cage. Note that the 
ball(s) are claimed to protrude from both sides of the plane of the cage. It is the ball(s) that 
provide the required spacing between vertibra, not necessarily the cage. 
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This comment should clarify the differences of the instant claimed prosthesis and the 
structures disclosed by the Baumgartner (both '797 and '644) and Uwe ('975) references. 
Further, as mentioned in the specification (paragraph [0065] of the PCT specification), the 
difference between the shape of the cage of the present application and the shape of the cage 
disclosed in Uwe ('975) is preferably that the cage has a shape that is elongated in one plane. 
This definition of the preferred structure of the instant device embraces the provision of a 
cage having an ellipsoidal shape or, for that matter, any shape that is not substantially planar 
but causes the same result of "mounting the ball" so that it is feely rotatable, cannot escape 
from the cage and protrudes from both longitudinal sides of the cage so as to enable proper 
spacing of adj acent vertebra. 

What is important in the present invention is that the ball is free to rotate within the 
cage (to act as a multidirectional wheel within the cage) and that the assembly formed by the 
cage and the ball has a size substantially equal to the size of the biological intervertebral 
nucleus that it is replacing. This definition of the size of the claimed prosthesis is another 
fundamental difference between the prosthesis of the instant application and the prosthesis 
disclosed in Uwe ('975). 

In the outstanding Office Action of June 8, 2004, it appears that the examiner also 
wants the independent claim(s) of this application to be amended so as to provide that the 
spherical body(s) is a separate piece from the cage (page 2 of the office action, suggested so 
as to overcome the rejection based on the '644 reference) and that the rotation of this 
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spherical body is about its own center within the cage (page 5 of the office action; to 
overcome the rejection based on Bristol-Myers Squibb '179). However, it should be noted 
that the claims provide that the ball(s) is rotatable in a cage, which encompasses the fact that 
the ball(s) is rotatable within the cage. This language inherently provides that the ball(s) and 
cage are separate pieces. It is urged that the examiner reconsider her position on this point. 

Note that the independent claims have been amended above in a manner that is 
entirely consistent with this specification, and in particular by the paragraphs [0056] and 
[0065], and clearly distinguish the instant claimed prosthesis from the prostheses of the prior 
art. 

In the outstanding action, the examiner has rejected claims 10, 11, 19, 20, 21, 
22 and 23 as not complying with the requirements of 35 USC §1 02(b) by being 
anticipated by the disclosure of Baumgartner (U.S. Patent No. 5,755,797). This 
rejection is respectfully traversed. 

Baumgartner '797 describes either balls mounted in the form of a pearl necklace or a 
bag containing balls. Neither of these disclosed embodiments describe spherical bodies that 
are mounted so as to be freely rotatable about their centers in substantially any direction and 
are disposed within a cage and sized so that they protrude from both opposite sides of the 
cage. That is, the instant cage merely maintains the planar position of the balls, while the 
balls do the supporting by protruding from both sides of the cage. Even when erroneously 
identifying a bag (that is a flexible material) as being comparable to a cage (that is a rigid 
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material), it is clear that the balls of the reference do not protrude at both sides of the bag. 
While it is certainly true that balls mounted to a string, in the manner of a pearl necklace, has 
balls protruding at any side of the linking element, the balls are only rotatable about and 
cannot freely rotate in any direction. The rotation of the balls is constrained by the linking 
element, and thus permits rotation about only one axis of rotation (that is the axis of the 
linking clement). The present invention describes at least one spherical body, mounted non- 
displaceably but freely rotatably about its center (that is in all directions) within a cage which 
has a shape that is elongated in one plane. Quite to the contrary, in the prosthesis described 
by Baumgartner 797, the spherical bodies are displaceable in their surrounding bag or about 
their linking element. It is this feature that allows the prosthesis disclosed in Baumgartner 
'797 to fulfill its role. i 

It is therefore urged that the examiner withdraw , this ground of rejection because it is 
clear that the instant claimed invention is new and unobvious from a consideration of the 
disclosure of the Baumgartner '797 reference. All the claims of this application should be 
found to be patentably distinct from the disclosure of this reference. 

In the outstanding action, claims 10, 11, 12, 17, 19, 20, 23 and 24 have been 
rejected for failing to meet the requirements of 35 USC §102(b) as being anticipated 
by the disclosure of the cited Baumgartner (U.S. Patent No. 5,755,797) reference. 
This rejection is respectfully traversed for the following reasons. 


U.S. Appln. Ser. No. 10/060,862 
Response to O.A. 06-08-04 
Our Docket: 1013-014 
Page 13 

This reference does not describe a structure comprising a spherical body or ball(s). 
Rather, this reference discloses a circular fixation zone (reference 9 cited by the examiner) 
between the various sheets of the prosthesis separated by slits forming leaf springs. This 
reference does not disclose a spherical body that is rotatable in a plurality of directions about 
its center and is retained within a cage so as to be freely rotatable within the confines of the 
cage, but protrudes from both opposite longitudinal sides of the cage. This fixation zone 9 of 
the reference has nothing to do with a sphere. The spherical shape of the outer surfaces of the 
prosthesis as shown in figure 8 of Baumgartner ('644) is due to the convexity of the 
attachment surfaces 2, 3 (see column 3, lines 20-25). Thus, this shape of the prosthesis may 
allow it (that is the whole prosthesis) to rotate which is something the present invention aims 
to avoid (see paragraph [0066] of the specification) because the shape of the instant claimed 
prosthesis substantially "prevents rotation of the prosthesis around its central axis"). 
Furthermore, the rotation mentioned in the specification of Baumgartner '644 is about a 
tangential generatrix of this circular fixation zone, which has absolutely nothing to do with 
the instant invention. 

Compared with Baumgartner '644, the independent claims of the present invention 
are certainly new and unobvious. It is therefore urged that the examiner reconsider her 
position and find all of these rejected claims to be patentable over the disclosure of this 
reference. 

In the outstanding action, the examiner has rejected the patentability of 
claims 10 and 20 as failing to comply with the requirements of 35 USC §102(b) as 
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being anticipated by Ahrens Uwe (DE 19527975). This rejection is respectfully 
traversed. 

Ahrens Uwe describes a prosthesis with a dome shape that is described as being 
adapted for use in replacement of joints having spherical structures, such as knees, hips, 
shoulders. It does not describe a cage having a shape that is elongated in one plane. 
Furthermore, the prosthesis disclosed in Ahrens Uwe is directed to providing a rolling means 
for bone tips inside their recess and the assembly (formed by the cage in Ahrens Uwe) does 
not have dimensions adapted to a biological intervertebral nucleus. This prosthesis of Ahrens 
Uwe has to be thin and needs fixations of the balls inside the openings in the dome-shaped 
cage. 

*. 

It is urged that the examiner reconsider and withdraw this ground of rejection and 
find the instant rejected claims to be patentably distinct from the disclosure of the Ahrens 
Uwe reference. 

In the outstanding action, the examiner has rejected the patentability of 
claims 10, 11, 23 and 24 for failure to comply with the requirements of 35 USC 
§1 02(b) in that they are alleged to be anticipated by Bristol-Myers Squibb Company 
(EP 0577179 Al). 
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Bristol-Myers Squibb describes a prosthesis having balls that are mounted rotatably 
around only one axis of rotation (the axis of their connecting element). That is, they are 
mounted like a string of pearls. The balls are not freely rotatable about their center in any 
direction, but about a connecting element. Furthermore, no cage is described in Bristol- 
Myers Squibb, but only a circular connecting element. ' 

Compared with Bristol Myers Squibb, the claims of the present invention are new 
and inventive and all of them should be allowed. 

It is recognized that this application is under, final rejection and that, after final 
rejection, the examiner has wide latitude in entering or refusing to enter amendments. It is 
urged that the examiner enter the amendments presented herein because they do not introduce 
any new issues that have not previously been addressed by both the applicant and the 
examiner. All of the amendments presented herein are for the purpose of making the claims 
conform to good United States patent practice and good idiomatic English. None of the 
instant amendments address the patentability of the claims. The instant claims were 
patentable before the instant amendments and continue to be patentable after entry of these 
amendments. However, the amended claims are in better form than the claims were before 
amendment. It is therefore urged that the examiner enter these amendments and find all 
claims to be allowable. 
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In view of the above amendments and comments, it is believed that the claims of 
this application all define a patentable invention and they should be allowed. 


It is believed that the instant claims are now in condition for allowance and such 
action is solicited. 


Respectfully submitted, 

LOWE HAUPTMAN GILMAN & BERNER, LLP. 
USPTO Customer Nt*224Z9 
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